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n-Alkyl (Cl2 68%, C14 32%,)dimethylJelhylbcnzyl 
ammonium chloride .. . _ . .. . . _ .. .... _ · ... . __ . . . .. __ .. . 3.00% 
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Hydrogen perioxitle ..... . .. . .. . _ .. .. __ . . . . .. . .. . .. .. . 6.30% 
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J BACKGROUND 

In this submission the applit:ant, Sterilex orporaLion, is requesting an amendment to the 
label to add a claim against Zygosaccharomyces bailii, and to add directions for use against 
Zygosaccharomyce.s bailii. The submitted study, MRID No. 465610-0 I \.Vas conducted at ATS 
Labs which is located at 1285 Corporate Center Drive, Suite 110 Eagan MN 55121. The tudy 
wa completed on June 30, 2004. Sally ada, B.S. is listed as the Study Director. 

Tbe test substance u. ed u1 this study is ltra-Kleen Solution 1. This product is 
substantially similar to the proposed product, ltra Disinfectant Cleaner Solution 1. 

This data package contained a letter from the applicant, <lated June I, 2005, three copies 
oCtbe study (l'v1RID 465610-01 . three copies of the revised product label , and a revised data 
matrix for each active ingr dient. Statement of No Data Confidentiality Claim for the study is 
also included. 

Il USE DIRECTIONS 

Stcrilcx Ultra Disinfectant C leaner Solution 1 is one part of a tv,,•o-part product. lt must 
be used in conjunction with Sterilcx ltra Activator Solution. When mixed \Vith the activator 
this product is a one-step hospital disinfectant at a dilution or 12 fl. Oz. Per gaJlon. Bactericidal 
according to the current AOAC Use-Dilution Tesl Method modified in the presence of 400 ppm 
hard water plus 5% organic serum. 

TI1e product is designed to he used on \vashable, hard, non-porous surfaces in hospitals, 
medical and dental offices, nursing homes, health care facilities, ultrasonic baths, federally 
inspected food processing faciHties, federally inspected meat and poultry plants. wineries, 
brev,reries, dairy farms, S"-1lle farms, kennels, pet animal quarters, zoos, pet shops, animal 
laboratories, public restrooms, food storage businesses, restaurants, and schools. 

Add 12.8 oz. of Sterilex Ultra Disinfectant Cleaner Solution I and 12.8 fl. oz. of Sterilex 
Ultra Activator Solution to I gal. tap waler in an appropriate plastic container and stir. 
Thoroughly \.Vet surfaces with the use solution by pouring wiping, brushing, scrubbing, 
spraying, \Vith a course trigger sprayer, sponging, using a clean in place system. pumping it 
through the system, drav,,ring it through the system or mopping. Allov .. surfaces lo remain wet for 
at l~ast IO minutes. Rinse all surfaces thorough! y with a potable water rinse. 

HJ AGENCY STANDARD. FOR PROPOSED CLAIMS 

Supplemental Claims 

An antimicrobial agent identified as a "one-step' cleaner-disinfectant, cleaner-sanitizer, 
or one intended to be effective in the presence of organic soil must be tested for efficacy with an 
apprup1iate organic soil load such as 5 percent sernm. 
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IV COMMENTS O . THE SUBI\1ITTED EFFICACY STUDIES 

l. MRID 465610-01 '~AOAC Use Dilution I\1[,cthod for "SterUex Ultra 
Disinfectant Cleaner Solution l tt. Stl!ldy ,conducted a,t ATS llLabs by Sally 
Nada.,, B.S. Study completion date - .June 30, 2004 

This study was conducted against Zygosaccharomyces bailii (A ICC 56075). 'l\vo lots of 
the product and activator (Lot Nos.. 3A225 and 3A320) Ultra~Kleen Solution l and 2, and two 
lots of product and activator (Lot Nos. CH2842200 and CH2842400) UAtrn Kleen Solution 1 and 
2, were tested using the AOAC Use Dilution lvfothod as described in the AOAC Official 
MetJ1ods of Analysis, 15 th Edition, 1'990. The 111se solution was made hy addling 6mL of prodttcL 
and 6mL ofactivatorto 188 mL of AOAC Synthetic Hard \'Vatcr. A culture of 
Zygosw::charomyces bailii was prcpru:ed by 111:sing a stock cu[turn to create a 0.051vkfarland 
turbidity brnth c,ulture Butterfield;s Buffer. The suspension was used to make a lawn of growth 
by ~dding 0_2 mL of this suspension to agar plates and incubating 2-3 days at 20,25.-'C . 
[ •o!lo,:ving mctibation,3~ 7 mL of sterile dHuenVmedimn was. transferred 'to each agar plate and 
svvabbed to suspei1d the organisms. A [ ,J mL aliquot of FBS was added to 24.7 tnL of ili.e test 
organism to yield a 5% fetal bovine senilll soil load. The penicylinde:rs were transferred to the 
culture and immersed for 15 minutes at a ration of 1 carrier per I .0 ml culture. PenicyEnders 
ive,e then dtied 011 filter paper in a sterile petri dish at 35-37°C for 40 minutes and 69.9% 
lmmidiey. For each prepared k:st substance, l O contaminated. an.d dried cairrien; were 
iindividua]ly trnu1sforred by hook needle at stagger:ed intervals to individual tulbes containmg 
lOmL of the prepared test substance at the requested dilution and ,exposed fi.,r 10 minutes at 
20±1 "C. Following: exposure. each -exposed carrl.er v,,.as then tra:ir1sforred by gook needle at 
identical staggered intervals to lOmL ofLetheen Broth w.ith 0 .05% catalase between 30-60 
minutes fo llmving the first trans:fer. C on:trols induded purity~ organic soil sterility, cam.er 
steriHty, neutralizing subculture medium sterility, viabHicy. neutralization confim1atio11, Wid 
carrier population 

V RESU LTS 

'fe~t S11 bst,rnc-e Test Organism Date SR,mpk Dilution Number of Carriers 
Performed 

Exposed Showing 
Grn'l'l'tlID 

U]t:ra-Klccn Zyga£iacchar(mtyces 9/3/04 30 mL Ultra- 1·- 10 lQ- 0 

So]utfon l; Lot bailH Kleen SoluHon l 2"=10 2°=0 
JA225 and (ATCC 56075) -1· 

Ultra _Kleen 30 mL Ultra 
Sol utfoill 2, Lot KleeD Solution 2 r~ lO l ''=O 
3A230 diluite.d to 2"=10 2~=0 

]OOOmL 

l" Primary Mibcultun: 
2° Seccmdary Mlhct1lture 



' . 

• 

• 

Vl CONCLU ION' 

l . Under the conditions of the study, in the presence of a 5%, fetal bovine serum organic soi1 
load, Ultra-Kleen Solution 1,( Lot 3A225 )and Solution 2 (Lot 3A230), demonstrated effic.m:y 
against 'Lygosaccharomyces bailii. 

2. Under the conditions of the study, in the presence of a 5% fetal bovine serum organic soil 
load, Ultra-Kleen Solution I (Lot CH2842200 and olubon 2 (Lot Cl-12842400), demonstrated 
ef ficacy against Zygosaccharomyces bailii. 

vn RECOMMENDATIO ' 

I. The label cJaims ( as supported by ?v.IRID 465601-01) are acceptable regarding the use of the 
product, Sterilex Ultra Disinfectant 'leaner Solution 1, on washable, hard, non-porous surfaces 
as a di. infectant against Zygosaccharomyces bailii with a contact time of 10 minutes . 


